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Adverse Event Questionnaire

Complaint Number: 13414 Investigator: Gary Coody

Consumer Information

Initial Report Source: DORA Consumer Injury

Date of Report: 06/10/1999
OTelephone OCorrespondence $gMedWatch

OUSP OPQRS OPoison Control OCDC

Gender: ¥WF (1) Age:19

Race: O1-White 02-Black O3-Asian/Pacific Islander J&4-Native American D5-Hispanic

O8-Other 09-Unknown
Information on Adverse Event
Date of Adverse Event: 03/02/1999 Give the site of consumption/ingestion (e.g. home, restaurant, office):
Previous Adverse Effects to Product Type: OYes No Home

The following information relates to the consumers' use of the product.

Describe the adverse event (including symptoms and the time lapse from using product to onset of symptoms):

After taking Metabolife for 2 weeks, experienced chest pains, heart pounding, dizziness, sweaty, jittery, and felt faint the morning
of 03/02/1999. Co-worker took her to MD office at around 11:00am. She rested in the office, MD performed EKG, and she left
around 2pm. She “got rid” of product so no consumer sample is available.

How long did the symptoms last?
Three or four days.

Give the circumstances of exposure (i.e. how much was taken, how was the product taken and how often was it taken, etc.).
Started taking Metabolife approximately 2 weeks before the event. Normally took one in the morning with food, one with lunch, and
one at 4pm. She did not take on morning of the adverse event because she skipped breakfast. Last dose was 2pm the previous day.

List all Medication(s), Dietary Supplement(s), Food(s), and other product(s) used at the time of the event:
Minocin, contraceptives

Did event abate after use of suspected product stopped or dose reduced: ®Yes ONo OUnknown
Did symptoms reoccur after reintroduction of suspected product: OYes ONo DOUnknown JXNot Applicable
Did symptoms reoccur after using other products with the same ingredients: OYes ONo CUnknown XiNot Applicable

Medical Information

Was a health care provider seen?: &Yes ONo
Give health care provider's name, address and telephone number:

e

Occupation of Health Care Provider: MMD OOsteopath ONaturopath ONurse OPharmacist
OOther (specify)

‘What medical tests were performed and what were the results?

EKG, 000602

What was the medical diagnosis? Possible withdrawal from stimulant of Metabolife
What treatment(s) was given (e.g., drugs, other)? No

Were there any preexisting condition(s)/treatment(s)? Morbidly obese, ovarian cyst (patient will have surgery on ovaries on
06/17/1999.
(If YES, list them including allergies, and chronic diseases): #Yes ONo Allergic to Demerol




Product Category

1. Adverse event attributed to:
OMedical Food (under medical supervision) Olnfant Formula

ODietary Supplement (a vitamin; an essential mineral; a protein; a herb or similar nutritional substances including botanicals such as ginseng and yohimbe; amino
acids; extracts from animal glands; garlic extract; fish oils; oil of evening primrose; fibers such as psyllium and guar gum; compounds not generally recognized as food or
nutrients, such as bioflavonoids, enzymes, germanium, nucleic acids, para-amino-benzoic acid, and rutin; and mixwres of these ingredients.)

OOther (traditional food)

Other Product Problems
2. OForeign Object (specify):

3. OOther (specify):

Information on Suspected/Alleged Product

Give the product name and manufacturer as listed on the label (including the recommended dosage/serving size, recommended
duration of use, and indications for use as listed on the label):

Patient discarded consumer sample.

List product ingredients (if ingredients are suspected to be present, but not verified, list as suspected):
OCheck here if ingredients are unknown

If a particular ingredient is suspected of contributing to the adverse event, please indicate the appropriate category below:

OAspartame OColor Additive (please specify)
OMonosodium Glutamate

OSulfite

OOther

OUnknown

Is the product label available, if yes submit a quality copy along with this questionnaire: OYes ONo DOUnknown Product
Sample Available: OYes ONo DOUnknown

Outcome Attributed to Adverse Event:
(If yes, include pertinent medical records)

Death: OYes ONo

Life-Threatening: OYes ONo

Hospitalization: OYes ONo (if YES, indicate if initial or prolonged)

Required intervention to prevent permanent impairment/damage: OYes ONo 000003

Did the adverse event result in a congenital anomaly: OYes ONo




